Context: Persistent low back pain (LBP) is a common complaint among women during and after pregnancy, and its effects on quality of life can be disabling.
The aim of the present randomized controlled trial was to evaluate the effectiveness of OMTh in reducing postpartum LBP and PGP and functional disability.
Methods
The 8-week study was designed as a pragmatic randomized controlled trial. In Germany, approval by an official ethics committee installed by the medical faculties of German universities and medical associations only applies to studies carried out by physicians. Therefore, the approval for the study protocol was obtained from the 
Recruitment and Randomization
Between 2010 and 2012, participants were identified from the general population in the Karlsruhe area of Germany.
Recruitment was performed through word of mouth and flyers displayed in pediatric and gynecologic surgical centers, midwifery practices, kindergartens, childcare facilities, and daycare centers. Interested candidates were screened for inclusion criteria by telephone interview.
Women were included if they were aged between 18 and 42 years, delivered a child within the past 3 to 15 months, and had at least 3 months of nonspecific LBP or PGP diagnosed according to the European guidelines. 2 In addition, they had to rate LBP intensity as 5 or higher A bout 50% of pregnant women will have low back pain (LBP) at some point during or after their pregnancies, 1 and the impact of LBP on quality of life can be considerable. 2 The literature describes LBP during and after pregnancy using termi- The ODI has 10 sections covering the assessment of pain intensity, personal care, lifting, walking, sitting, standing, (1), and intake of medication (1), respectively. Because an intention-to-treat analysis was performed, data for all 80 women were included into the analysis (last observation carried forward). Table 1 shows the demographic data at baseline, which indicates that randomization was successful. Clinical and demographic characteristics at baseline were similar in both groups. Structural equality was confirmed by an analysis of baseline data, which revealed a significant difference in the ODI score only (P=.001).
The most frequently mentioned conditions were uri- The visual analog scale scores were 0 to 10 with 0 indicating no pain and 10 indicating the highest level of pain intensity.
c Oswestry Disability Index scores (maximum score, 50 points) are calculated as a percentage (point total / 50 x 100 = % disability).
Abbreviation: OMTh, osteopathic manipulative therapy (manipulative care provided by foreign-trained osteopaths). 
Discussion
Pelvic girdle pain is considered to be a specific form of LBP that can occur separately or in conjunction with LBP. 2, 24 In pregnant and postpartum women, LBP and PGP of varying intensities may be regarded anywhere between a normal sequela and a severely disabling problem.
In a longitudinal study, Saurel-Cubizolles et al 25 found that more than half of women surveyed had backache, anxiety, and extreme tiredness 1 year after giving birth. Brown and Table 2 ). Between baseline and study conclusion, the decrease in pain intensity in the OMTh group was statistically significant, from 7.3 at baseline to 2.0 at 8 weeks, which corresponds to an improvement of 73%. In the control group, the mean values changed marginally during the waiting period (7% improvement; Table 3 and Figure 2 ). Longitudinal changes for the disability of daily life revealed an improvement of 75% in the OMTh group. At the follow-up appointment, 3 months after the end of OMTh, the pain intensity and disability on the 2 main outcome measures had further improved, with mean pain intensity decreasing from 2.0 to 1.6 on the VAS (Figure 3) .
The secondary outcome measures were location of somatic dysfunctions and most frequently encountered dysfunctions. The most frequent and noticeable somatic Abbreviation: OMTh, osteopathic manipulative therapy (manipulative care provided by foreign-trained osteopaths).
Difference in Longitudinal Changes
intervention-indeed, they remained stable during the 8-week study period. We used a pragmatic approach to assess the perceived effects of OMTh delivered in a standard clinical setting. A pragmatic trial can broadly be defined as a randomized controlled trial, with the purpose of aiding informed decision making in clinical practice; the pragmatic approach aims to model the reallife situation of deliberately seeking treatment or not. 31, 32 Thus, the current study aimed to test the value of seeking help from an osteopath (ie, perceived effectiveness of OMTh in general rather than the efficacy of particular OMTh techniques). Results may therefore have important external validity. 33, 34 For the participants in the control group, participation was not associated with any disadvantage, because they had not been receiving therapy for their complaints before entering the trial and had not planned to do so in the following weeks. Rather than feeling deprived of therapy, they anticipated having 2 free OMTh appointments once the waitlist time ended.
The inclusion criterion of the 3-to 15-month postpartum periods created a more concrete relationship between the time of pregnancy, childbirth, and pain. The literature describes that postpartum PGP either disappears after the puerperium (6-8 weeks) or, at the latest, after 6 months. 29 Low back pain before pregnancy was an exclusion criterion because existing postpartum literature indicates that previous LBP episodes are a risk factor for developing lumbopelvic pain after pregnancy (prevalence, 24% without vs 43% with previous LBP). 4 The outcome measures VAS and ODI are quite different, both in content and in how they are constructed.
The ODI assesses impairments, activity limitations, and social functioning, whereas the VAS simply quantifies pain intensity. The ODI assesses areas of life that cannot be applied to women after childbirth in their new life situation (eg, sleeping, sitting, lifting, leisure). It seems that pain intensity and functional disability are not readily interchangeable problems, as demonstrated in the current study by remarkably high pain intensity ratings (about backache (43.5%), sexual problems (26.3%), hemorrhoids (24.6%), and perineal pain (21%). 26 Postpartum PGP has been associated with considerable perceived disability in movement-related activities. 27, 28 Pelvic girdle pain is the most common cause of sick leave after delivery. of the study. Therefore, the data obtained at follow-up do not fulfill the criteria of a randomized controlled trial.
Conclusion
Persistent postpartum LBP and PGP are still poorly understood. The results of this study provide some evidence that patients with pregnancy-and childbirth-related LBP and PGP may be successfully treated with OMTh.
Further studies to corroborate the current findings and that include prolonged follow-up periods are warranted.
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